MUN 111987,

The Honorable Don Young
House of Representatives
Washington, D.C. 20515

Dear Mr. Young:

This is in response to your letter of April 29, 1997, on behalf
of William Burton Pettis of Seattle, Washlngton, regarding the
proposed rule on current manufacturing practice in
manufacturing, packlng, or holding dietary supplements

(docket #: 96N-O417) o ‘ ‘

We appreciate Mr. Pettis’ interest in the Food and Drug
Administration’s (FDA) regulatory process and have forwarded
his letter to the Dockets Management Branch

We hope this information is helpful. If we may be of any
further assistance, please let us know

Sincerely,

Diane E. Thompson
Associate Commissioner
for Legislative Affairs

cc: HFW-2

HFW-10

HFW-12

HFA-305
R/D:STaylor:6/11/97 ‘ N
F/T:skt:6/11/97 (s:\sue\897-4597.you)

C?éN—» Qma" G&B Hng



DON N.YOUNG

( NN\mrh‘m"?mMAM 5,

‘\'Mum

21y OTON OFFICE™ ~

Peva Arivnn Buioivae
W 2027225.5765
COMMITTEES:

CHAIRMAN
CUMMITTEE ON
(e SOURCES

\ CONMITTEE ON
RANSIFORTATION AND

3 DISTRICT OFFICES:

253 Wesr 7w Avene, #4

’Ancuomcz, Ausia 99513-7595

Teternone 907/271-5978

Box 10,107 12 Avenve
Faireanks, Avaska 99701-6275
TeLernone 907/456.0210

401 FeperaL Buioing
P.O. Box 21247
Juneay, Ataska 99802-1647
TeLeprone 907/586-7400
109 Maix STreET
Kerchran, Ataska 99901.6489
TeLerHone 907/225-6880

@ongress of the United Stutes o 3072288
Houge of Representatives | Kzuu.ge;gx;gg%o*t:ns

Washington, 8.¢. 20515 Mar-Su
o 851 East WEsTPOINT DRive
#307, WasiLta, ALaska 99654
TeLernone 3071376.7665

INV RARTRUCTURE

April 29, 1997

Food and Drug Administration

Ms. Diane Thompson

Assoc. Commissioner for Legislative Affairs
Room 1555

5600 Fishers Lane

Rockville, MD 20857

Dear Ms. Thompson: ‘

| have enclosed the communication which 1 received from my constituent Mr.
William Burton Pettis (2410 NW 57th #4, Seattle, WA, 88107), regarding a matter under
your department’s jurisdiction. His particular concerns are described in his letter.

| would appreciate your reviewing Mr. Petti’s letter regarding dietary supplerhents
and providing me with any comments. Please forward your reply to my Washmgton
D.C. office.

Thank you for your continued time and courtesy in being attentive to the
concerns of my constituent.
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William Burton Petiis
2410 NW 57" &4
Seaitle, WA 88107
208-784-5872
E-mail Bh787@scen.org

April 21, 1687

(rffice of Representative Don Young
United States House of Representatives
Washingten, DC 20510

Dear Honorable Representative Young,

i am a constituent of yours who is presently studying natural medicine at Bastyr Unlvers:ty in Seattle,
Washington. | am writing you in regards to the w_h_ﬂ_@p_l._rfgcturmq Practice in_Manufacturing,

Packing, or Holding Distary Supplements; Proposed Rule, [Docket No. 96N-0417] RIN 0910-AA5 that
has been presented by the Fodd and Drug Administration for review. 1 have enclosed a copy of my
letter of comment on this proposed regulation for your review. [ encourage you to review the FDA
doturnent as well.

[ look forward to practicing medicine in our home stete. This reguiation if implemented would have a
disastrous effect on my ability to make a living and would be an insult to the profession | have chosen.
There is no need for the FDA to impose such heavy regulation on qualified Healthcare providers.”

if the manufacturing industry regulations were placed upon practiioners of natural medicing, the
consumer would Joose access to a quality and inexpensive form of medical care. They would be forced
to purchase products that would not be designed specifically for their needs. Their quality of care would
be dramatically diminished, as the central core of their medical practmonef’s practice would be
abolished by the proposed FDA regulations. ’

| believe we should protect the citizens of cur-state from having thexr quality of healthcare lowered by
neediess federal requlation, This regulalion wallld ereaté an écanamic environmant that would destroy
my medical practice. | request that you veice my concams as well as your own 1o the FDA. The
comment deadling is May 7, 1997

| respect your ability to adequately serve our state and country. | thank you fer your time in review of
this important healtheare issue. | look forward to your future cormespondence.

Sincerely,

William B, Pettis
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Comment on [docket No. From; William B. Petis
2410 NW 57" #4
96n-0417] RIN 0910~  seattie, WA s8107

E-mail: bh787@scn.org
ARAS5D,

April 21, 1897

Dockets Management Branch (HFA-305)
Food and Drug Administration

12420 Parkiawn Dr., rm. 1-23,

Rockville, MD 20857

Ta Whom It May Concern:
This letter should serve as my official comment rega}‘dlng FDA Docket No $6n-0417, RIN 0810-AASG,

Good Manufacturing Practices in Manufacturing Pad-ugg or Holding Dietary Supplements. | am
currently studying natural medicine at Bastyr University in Seatile, Washington.

In review of the document listed above, 1 was pleased to see that the “natural products industry” is
atternpting to reach a level of production proficlency and safety that is cumently being practiced by
Practitioners of Oriental Medicine as well as other healthcare prefessional adross the United States.
Dietary supplements that have been routinely prepared for consumers by ‘qualified” healthcare
practitioners have been prepared safely in our country for many years. Cliriese herbal medicine, which
is used by thousands of Americans daily, has a history of safe and effective use for aver fwo thousand
years. Natural products were used to supplement the American diet long befors pharmacautical drugs
replaced them. The use and preparation of natural dietary suppiements is an innate part of Native
American and Asian Americar culfures and is rapidly becoming an important part in the general
populations life.

The Industry Draft has benefits for the manufacturing industry, but this draft will create unfavorable
conditions for the consumer, and for qualiied Reaicars practitioners. The measures cortained in this
draft would require quaiiied healfhcare practifioners to implement producuan controls and standards
that are not economically practicable. Furthermore, qualfied healthcere praciitioners are already
producing the end-results that the industry and the FDA are aitempting to achieve by implementing this
draft This draft piaces an unnecessary burden on qualified healthcare practmoners in addition to
placing the consumer and smalI natural products manufactures at an economlc dlsadvantage

Thousands of Americans will be forced to buy commercial products if this proposed reguia'uon is
applied to all parties who manufaciure naturai distary supplements, Practitioners would no longer be
able to meet their patients needs due to such heavy ragulation. You should note that many Americans
choose to use natural medicing as their means of primary healthcare and should not have their quality
of professionzl care decreased by placang needless regulahons upon ‘their qualified healﬁ'mre
practitioner(s).

Secondly, the negative effects that this regulation waould have on the health of Americans who choose
to use ratural medicine would be profound! Chinese herbal medicine depends on the abilty of the
practifioner to be adle to mix herbatinatural product preparations that are specific to the needs of e
individual. The ingredients of these preparations are adjusted as required by the healthcare practitioner.
Although, the indusiry has been able to develop some of the basic formulas used in Chinese medicine
they have not adequately produced the variety of formulations that are usually required by most
consumers who choose this efficient method of promoting weliness. The ability to choose and create
formutations as needed by trained healthcare professicnals allows for an infinite number of treaiment
options.
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The praduction of Chinese herbel preparations requires a thorough knowledge of the animal, plant and
other natural substances used. The large nuimber of qualified healthcare prac:fitzoners who currently
manufacture natural dietary supplements without incident and with positive outcomes for their

consumers adequately represents this knowledge. The ability to manufacture and design ”’hndures, ‘

powders, extracts, capsules as well as other safe means for administration of natural producis is the
foundation of most forms of natural health ¢are and should not be destroyed by placing unnecessary
regulations on competent healthcare providers. These regula'nons will dastroy the individual
professional practices thét have beén established by hard-working quatrﬁed medmi professionals.

I urge you to review my comments and ta explore befter means of msunng good manufactunng
practice i manufacturing, packing, or holding dietary supplements. ldeally, a plan that does not dastroy
competent forms of healthcaré delivery or that places devastating financial burdens on consumers and
medical providers,

Sincerely,

Wilkam B. Pettis
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